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Introduction

In 1985, legislation passed by the North GaeoGeneral Assembly granted
registered nurses in local health department dilicited authority to dispense drugs
and devices. Codified as General Statute (G.S8§B4A, the law provides a unique
opportunity for the public health community by ieasing the number of options
available to meet the needs of the health depattpaients. In addition, rules passed in
1987 which further explain the provisions of thatste are codified in the North Carolina
Administrative Code as 21 NCAC 46.2400.

This is intended to serve as the primary inginlocument for registered nurses who
dispense drugs and devices in public health deatsnas well as their pharmacist
supervisors. As the first of two training docungiit is to be studied carefully by each
trainee before the second document is reviewed.

The second document is a self-administerédddadetermine the trainee’s
understanding of the information provided in thstfdocument.

Upon completion of both documents, approvathérs, including one pharmacist and
one registered nurse, will provide classroom irctiom.



Objectives

Upon completion of training, participants will belato:
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Demonstrate knowledge of the components of the &awisrules pertaining to the
dispensing of drugs and devices by registered sunspublic health departments;

Understand the legal differences between preson@nd non-prescription drugs
and devices;

State the legal requirements for a prescriptiorord
State the legal requirements for the packagingl@meling of drugs and devices;
State the legal requirements for records of drufydevice dispensing activities;

Discuss the implications of failure to adhere walerequirements for dispensing
activities;

List the requirements for obtaining a pharmacy perm
Discuss the relationship between the pharmacistagem the local health
department nurses, health department administradimhthe North Carolina

Board of Pharmacy;

Demonstrate proper packaging, labeling, and dispgrischniques;

10 Describe the requirements for the training of adddl nurses in the local health

department.



Enabling Legislation

The North Carolina Pharmacy Practice Act is foun@€hapter 90, Article 4A of the
North Carolina General Statues. Among the manyigians of this act are specific
statutes governing the practice of pharmacy, psideal conduct, administrative
requirements, and certain legal rights, responsésland empowerments. Supplemental
to the Act, administrative rules found in the No@hrolina Administrative Code at 21
NCAC 46 further describe the intent of each ofgkeeral statues contained in the Act.
Additionally, there are other statutes and rulestbin law that directly affect the
practice of pharmacy. In the text that followssleaomponent of the statutes and rules
that affect the dispensing of drugs and devicerehistered nurses in local health
departments will be stated.



Pharmacy Law Update

Effective July 1, 2008, pharmacists must distribwith all prescriptions, information that
patients call a toll-free telephone number (1-8@AFL088) to report adverse drug
effects to the FDA. The final rule provides a numbleways by which this requirement
can be accomplished (eg, vial sticker, preprintaticap, separate paper, in medication
information.)

The required language ‘i€all your doctor for medical advice about side efécts. You
may report side effects to FDA at 1-800-FDA-1088.”



Definitions

IMPORTANT POINT (S ): Multiple definitions for the same term may appbelow
depending upon differences in state and federal I@itations referring to G.S. 90 or 21
NCAC 46 are found in the state Pharmacy Practide dtations referring to G.S. 106

are found in the state Food, Drug and Cosmetic @&ud; citations referring to 21 USC are
found in the federal Food, Drug and Cosmetic Act.

"Administer" - means the direct application of a drug to theybafch patient by
injection, inhalation, ingestion or other megBss.S. 90-85.3(a)]

"Dispense”- means preparing and packaging a prescription airaigvice in a container
and labeling the container with information reqdil®y State and federal law. Filling
or refilling drug containers with prescription daufpr subsequent use by a patient is
"dispensing.” Providing quantities of unit dosegurgtion drugs for subsequent
administration is "dispensing§ G.S. 90-85.3f]

"Deliver" -means the actual, constructive or attempted feean$ a drug, a device, or
medical equipment from one person to anotjges.S. 90-85.3d]

"Drug" -means:

(1) Any article recognized as a drug in the Uni&dtes Pharmacopeia, or in any other
drug compendium or any supplement thereto, or elearecognized as a drug by
the United States Food and Drug Administration;

(2) Any article, other than food or devices, inteddor use in the diagnosis, cure,
mitigation, treatment or prevention of disease amror other animals;

(3) Any article, other than food or devices, inteddo affect the structure or any
function of the body of man or other animals; and

(4) Any article intended for use as a componerayf articles specified in clauses 1,

2, or 3 of this subsectiorng G.S. 90-85.3g]

"Drug" - means

(A) articles recognized in the official United Statésfnacopoeia, official
Homoeopathic Pharmacopoeia of the United Statesffioral National Formulary,
or any supplement to any of them; and

(B) articles intended for use in the diagnosis, culiggation, treatment, or prevention
of disease in man or other animals; and

(C) articles (other than food) intended to affect ttracgure or any function of the
body of man or other animals; and

(D) articles intended for use as a component of atigle@specified in clause (A), (B),
or (C). A food or dietary supplement for which ainl, subject to sections
403(r)(1)(B) and 403(r)(3) of this title or sect®A03(r)(1)(B) and 403(r)(5)(D) of
this title, is made in accordance with the requigata of section 403(r) of this title
is not a drug solely because the label or the ilafpelontains such a claim. A food,
dietary ingredient, or dietary supplement for whéctruthful and not misleading



statement is made in accordance with section 483 (@J this title is not a drug

under clause (C) solely because the label or thedifeg contains such a statement.
[21 USC 321t(g)()]

"Device" - means an instrument, apparatus, implement, macbantrivance, implant,
in vitro reagent or other similar or related agioicluding any component part or
accessory, whose label or labeling bears the steatetCaution: federal law requires
dispensing by or on the order of a physician.™,Rot Only”. The term does not
include:

(1) Devices used in the normal course of tnggpiatients by health care facilities and
agencies licensed under Chapter 131 E or ArtidéQhapter | 22C of the General
Statutes;

(2) Devices used or provided in the treatmémiadients by medical doctors, dentists,
physical therapists, occupational therapists, dppathologists, optometrists,
chiropractors, podiatrists, and nurses license@&u@thapter 90 of the General

Statutes, provided they do not dispense devices tasadminister or dispense drugs.
[§ G.S. 90-85.3¢]

"Emancipated minor" - means any person under the age of 18 who isobé&an
married or who is or has been a parent; or whosenpaor guardians have
surrendered their rights to the minor's servicasearnings as well as their right to
custody and control of the minor's person; or was been emancipated by an
appropriate court ordels G.S. 90-85.3h]

"Equivalent drug product” - means a drug product which has the same estadlish
name, active ingredient, strength, quantity, arghde form, and which is

therapeutically equivalent to the drug product tdesd in the prescription;
[§ G. S. 90-85.27(1)]

"Health care provider"- means any licensed health care professional; gewytar
employee of any health care institution, healtle ¢asurer, health care professional
school; or a member of any allied health profesg#a.s. 90-85.3i]

"Label’- means a display of written, printed or graphicteraitpon the immediate or
outside container of any drug.G.s. 90-85.3]]

"Labeling” - means preparing and affixing a label to any droigtainer, exclusive of
labeling by a manufacturer, packer or distributioa @onprescription drug or a
commercially packaged prescription drug or deVige.S. 90-85.3k]

"License” -means a license to practice pharmacy includirepawal license issued by
the Board[§ G.S. 90-85.3I]



"Narrow therapeutic index drugs"- means those pharmaceuticals having a narrowly
defined range between risk and benefit. Such dnags less than a twofold difference
in the minimum toxic concentration and minimum effee concentration in the blood
or are those drug product formulations that exhiimited or erratic absorption,
formulation-dependent bioavailability, and wideragatient pharmacokinetic
variability that require blood-level monitoring. Igs identified as having narrow
therapeutic indices shall be designated by theWNGarolina Secretary of Health and
Human Services upon the advice of the State H&attttor, North Carolina Board of
Pharmacy, and North Carolina Medical Board, asavatherapeutic index drugs and
shall be subject to the provisions of G.S. 90-8&28 The North Carolina Board of
Pharmacy shall submit the list of narrow therapgeuniex drugs to the Codifier of
Rules, in a timely fashion for publication in Januaf each year in the North Carolina
Register. [§ G. S. 90-85.27(4a)]

*IMPORTANT POINT**
Currently, there are no narrow therapeutic indexgdrincluded in the NC Health
Department formularies or approved list of drugbdéadispensed by RN’s.

“Nonprescription Drug” (Also known as Over-the-Counter Drug)- means drugs, not
requiring a prescription, which are recognized agnexperts to be safe and effective
for use [21 CFR 330.10]

"Permit" -means a permit to operate a pharmacy, deliveraaleelquipment, or
dispense devices, including a renewal license tsbyehe Board[§ G.S. 90-85.3m]

"Person” -means an individual, corporation, partnershigpamtion, unit of
government, or other legal enti{§.G.S. 90-85.3n]

"Person in loco parentis” -means the person who has assumed parental rdsptoes
for a child.[§ G.S. 90-85.30]

"Pharmacist" - means a person licensed under this Article totfma pharmacy.
[8 G.S. 90-85.3p]

"Pharmacy” means any place where prescription drugs are mkggokeor compounded.
[8 G.S. 90-85.3q]

'Pharmacy personnetheans pharmacists and pharmacy technicjgau@ss. 90-85.3(q1)]

'Pharmacy technicianheans an unlicensed person who, under the sujmerata
pharmacist, perform technical functions to assistgharmacist in preparing and
dispensing prescription medications and is sulbgetite registration requirements
under G.S. 90-85.1548 G.S. 90-85.3(q2)]

"Practice of pharmacy" - means the responsibility for: interpreting andlesating drug
orders, including prescription orders; compounddigpensing and labeling
prescription drugs and devices; properly and safing drugs and devices;
maintaining proper records; and controlling pharynga@ods and services.



A pharmacist may advise and educate patigritdaalth care providers concerning
therapeutic values, content, uses and significastilpms of drugs and devices; assess,
record and report adverse drug and device reactiakes and record patient histories
relating to drug and device therapy; monitor, rdcamd report drug therapy and

device usage; perform drug utilization reviews; gadicipate in drug and drug

source selection and device and device sourcetgglexs provided in G.S. 90-85.27
through G.S. 90-85.31.

A pharmacist who has received special traimmay be authorized and permitted to
administer drugs pursuant to a specific prescniptiaer in accordance with rules
adopted by each of the Boards of Pharmacy, thedBafalursing, and the North
Carolina Medical Board. The rules shall be desigweehsure the safety and health of
the patients for whom such drugs are administekadapproved clinical pharmacist
practitioner may collaborate with physicians inetetining the appropriate health care
for a patient, subject to the provisions of G.S1808.[§ G.S. 90-85.3r]

"Prescriber” - means anyone authorized to prescribe drugs poirsaighe laws of this
State.[§ G. S. 90-85.27(5)]

"Prescription drug"” means a drug that under federal law is requirady py being
dispensed or delivered, to be labeled with theoWithg statement: "Caution: Federal

law prohibits dispensing without prescriptiofg'G.S. 90-85.3s]
and

A drug intended for use by man which—

(A) because of its toxicity or other potentiality farmful effect, or the method of
its use, or the collateral measures necessary ts€, is not safe for use except under
the supervision of a practitioner licensed by lavadminister such drug; or

(B)is limited by an approved application under sec8865 of this title to use under

the professional supervision of a practitionerdsed by law to administer such drug.
[ 21 USC § 353b(1)]

“Prescription order" means a written or verbal order for a prescriptian,
prescription device, or pharmaceutical service feoperson authorized by law to
prescribe such drug, device, or service. A presonporder includes an order entered
in a chart or other medical record of a patig&.S. 90-85.3t]

"Unit dose medication system"means a system in which each dose of medication is

individually packaged in a properly sealed and priyplabeled container.
. [8 G.S. 90-85.34]
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PHARMACY LAWS OF NORTH CAROLINA
General Statutes
Chapter 90, Article 4A

Chapter 90.
MEDICINE AND ALLIED OCCUPATIONS.

§ 90-85.2. Legislative findings

The General Assembly of North Carolina finds thanatatory licensure of all who
engage in the practice of pharmacy is necessangtwe minimum standards of
competency and to protect the public from those might otherwise present a danger to
the public health, safety and welfare.

8 90-85.32 Rules pertaining to filling, refilling,transfer and mail or common-carrier
delivery of prescription orders.

(a) Except as otherwise provided in this sectiba,Board may adopt rules governing the
filling, refilling and transfer of prescription oeds not inconsistent with other
provisions of law regarding the distribution of gsuand devices. The rules shall
assure the safe and secure distribution of drudslawices. Prescriptions marked
PRN shall not be refilled more than one year dfterdate issued by the prescriber
unless otherwise specified.

(b) Notwithstanding G.S. 90-85.6 the Board shatladopt rules pertaining to the
shipment, mailing or other manner of delivery cfinsed legend drugs that are more
restrictive than federal statutes or regulationgegaing the delivery of prescription
medication by mail or common carrier.

§ 90-85.34. Unique pharmacy practice.

Consistent with the provisions of this Article, tAReard may regulate unique
pharmacy practices including, but not limited toclear pharmacy and clinical
pharmacy, to ensure the best interests of pateaitthand safety

*IMPORTANT POINT (S). These statutes clearly empower the Board of Pharmac
to play an important part in protecting the pulblealth of North Carolinians. The
statutes also empower others with responsibilfbeprotecting the public health and
include: the state Boards of Medicine, Nursingntsry, Optometry, Veterinary
Medicine, the state Departments of Health and HuB®mices, Agriculture, and others,
as well as local and federal agencies. The extewhich the Board of Pharmacy can
protect the public health is limited by additiostdtues, regulations, and policies, as well
as similar powers granted to other boards, comonssiand agencies.
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§ 90-85.34.A. Public health pharmacy practice.

(a) A registered nurse in a local health departrokmic may dispense prescription drugs
and devices, other than controlled substancesfameden G.S 90-87, under the
following conditions:

(1) The registered nurse has training acceptable tBdiaed in the labeling and
packaging of prescription drugs and devices;

(2) Dispensing by the registered nurse shall ooaly at a local health department
clinic;

(3) Only prescription drugs and devices contaimed formulary recommended by the
Department of Health and Human Resources and apgioy the Board shall be
dispensed;

(4) The local health department clinic shall obi@ipharmacy permit in accordance
with G.S. 90-85.21;

(5) Written procedures for the storage, packadadugling and delivery of prescription
drugs and devices shall be approved by the Boadi; a

(6) The pharmacist-manager, or another pharmatciss alirection, shall review
dispensing records at least weekly, provide coasaft where appropriate, and be
responsible to the Board for all dispensing actiait the local health department
clinic.

(b) This section is applicable only to prescripsassued on behalf of persons receiving
local health department clinic services and isdquedn individual authorized by law
to prescribe drugs and devices.

(c) This section does not affect the practice abawractitioners pursuant to G..S. 90-
18.2 or of physician assistants pursuant to G.S.30.

*IMPORTANT POINTS*

» The statute specifically grants dispensing privilegs to registered nurses only.
It does not grant dispensing privileges to licengegttical nurses, practical nurses,
nurse’s aides, nursing assistants, etc. It doeapmy to nurse practitioners or
physician assistants. (Rules for dispensing fos@practitioners and physician’s
assistants are found at 21 NCAC 46.1700-.1706)

* The nurse must be working in a local health departrant clinic, the operation
of which is the direct responsibility of a localard of health and the local health
director. The person to whom a prescription is dispensed puusint to this
statute must be a patient of the local health depment. Customarily, this

12



means that the local health department has opeakdrton this patient and is
responsible for health and/or medical interventions

* The term “dispense” is defined in G.S. 90-85.3¢f} .goreparing and packaging a
prescription drug or device in a container and liagehe container with
information required by State and federal lawilling or refilling drug
containers with prescription drugs for subsequent se by a patient is
"dispensing.” Providing quantities of unit dose prescription dréigr subsequent
administration is "dispensing."

» This statute governs the dispensing of prescripfimgs and devices only.
Prescription drugs are products whose manufacturers are requireedsrél law
to label each stock bottle or package with ondeffollowing statements:
“Caution: Federal law prohibits dispensing withprgscription” or “Rx only”.
Prescription devicesare products whose manufacturers are requireddsréal
law to label each stock package: “Caution: Fddavarequires dispensing by or
on the order of a physician.”

* The statute prohibits the dispensing of controlledubstances of any kind by
registered nurses. Controlled substances are those licit and iltictigs listed in
the federal controlled substance schedules I thraggnd/or the state controlled
substances schedules | through VI. Among the emsimon licit drugs included
in the controlled substance schedules are narcaiecghetamines, barbiturates,
certain sedatives and tranquilizers, and codeimeéagaing cough preparations.

* The statute does not require registered nurses imtal health department
clinics to dispense.The dispensing privilege is optional. Local lieal
department policies and procedures should be feitbw

* A pharmacy permit is required for each geographic e where dispensing
occurs.

* The Board generally reviews the written proceduregor storage, packaging
and labeling at the time a pharmacy permit applicaibn is considered.

§ 90-85.35. Availability of patient records.

Pharmacists employed in health care facilities|$taale access to patient records
maintained by those facilities when necessaryHerpharmacist to provide
pharmaceutical services. The pharmacist shall rapkeopriate entries in patient records.

13



8 90-85.25. Disasters and emergencies.

(a) In the event of an occurrence which the Goveofithe State of North Carolina has
declared a disaster or when the Governor has @ectastate of emergency, or in the
event of an occurrence for which a county or myuailiiy has enacted an ordinance to
deal with states of emergency under G.S. 14-2884-288.13, or 14-288.14 or to
protect the public health, safety or welfare ofcitizens under G.S. 160-A-174(a) or G.S.
153A-121(a), as applicable, the Board may waive¢a@irements of this Article in
order to permit the provision of drugs, devices prafessional services to the public.
(b) The pharmacist in charge of a pharmacy shptntewithin 10 days to the Board any
disaster, accident, theft or emergency which mégcathe strength, purity or labeling of
drugs and devices in the pharmacy.

*IMPORTANT POINT*
This section provides that the Board of Pharmacy talke action to permit the
relocation of pharmacy sites, including public tleaepartment sites, and assist local
government, pharmacies, and health care faciltieseeting the needs of the public
once an emergency or disaster has been declarbe lappropriate authorities at the
state or local level.

14



21 North Carolina Administrative Code 46
(21 NCAC 46)

.2401 MEDICATION IN HEALTH DEPARTMENTS

A registered nurse employed by a local health deart may dispense prescription
drugs or devices under the following conditions:

(1) Drugs or devices may be dispensed only to hekdpartment patients;
(2) No drugs or devices may by dispensed excemeath department clinics;

(3) The health department shall secure the sereicagpharmacist-manager who shall be
responsible for developing and supervising a systeoontrol and accountability of all
drugs dispensed from the health department;

(4) Only the general categories of drugs or devicgésd in Rule .2403 may be dispensed
by a health department registered nurse;

(5) All drugs or devices dispensed pursuant to 80885.34A and these rules shall be
packaged in suitable safety-closure containersyevappropriate, and shall be properly
labeled (including necessary auxiliary labels) socaprovide information necessary for
use and all other information required by state federal law;

(6) A suitable and perpetual record of drugs oniaks/dispensed shall be maintained in
the health department. The pharmacist-manageraafy the accuracy of the records at
least weekly, and where health department persahsénse to 30 or more patients in a
24-hour period per dispensing site, the pharmawestager shall verify the accuracy of
the records within 24 hours after dispensing ogcurs

(7) The duties of the pharmacist-manager set oBanagraphs (1) through (6) in this
Rule may be delegated to a pharmacist licensetidBoard. The pharmacist-manager
shall remain personally responsible for compliandé all statutes, rules, and
regulations governing the practice of pharmacydisdensing of drugs.

.2402 TRAINING OF HEALTH DEPARTMENT NURSES

(a) No registered nurse may dispense drugs or eewcperform any duties pursuant to
G.S. 90-85.34A prior to satisfactory completiortraining acceptable to the Board. The
Board may require registered nurses to completdéiadal training regarding substantive
changes in the law governing labeling and packagfmescription drugs and devices.

(b) Proposed curricula for initial training for istgred nurses secured by health
departments must be submitted to the Board fapfsoval no later than 60 days prior to
the date training is to commence. No registeredesimay be enrolled in any such
proposed training course until written Board apjitas obtained. Initial training must
include, but need not be limited to, instructioaheling and packaging of prescription
drugs and devices.
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(c) Written proposals shall be sent to the Boaotfises, and shall include the following
information:

(1) description of topics or courses to be covered;
(2) instructor for each topic or course, and his@rqualifications and credentials;
(3) anticipated duration of each topic or course.

.2403 DRUGS AND DEVICES TO BE DISPENSED|.e., the Formulary)

(a) Pursuant to the provisions of G.S. 90-85.34@}aprescription drugs and devices
included in the following general categories mayispensed by registered nurses in
local health department clinics when prescribedterindicated conditions:

(1) Anti-tuberculosis drugs, as defined by thedagalition of Drug Facts and
Comparisons, as published by Facts and ComparisonIB. Lippincott Co., or as
recommended by the Tuberculosis Control BrancheiNorth Carolina Division of
Health Services, when used for the treatment antt@oof tuberculosis;

(2) Anti-infective agents used in the control otsally-transmitted diseases as
recommended by the United States Centers for Das€astrol;

(3) Natural or synthetic hormones and contraceptasgces when used for the
prevention of pregnancy;

(4) Topical preparations for the treatment of liseabies, impetigo, diaper rash, vaginitis,
and related skin conditions; and

(5) Vitamin and mineral supplements.

(b) Regardless of the provisions set out in thileRoo drug defined as a controlled
substance by the United States Controlled Subsiahcte 21 U.S. Code 801 through
904, or regulations enacted pursuant to that AcCER 1300 through 1308, or by the
North Carolina Controlled Substances Act, G.S. 8@H8ough 90-113.8, may be
dispensed by registered nurses pursuant to G.853%A.

POISON PREVENTION PACKAGING ACT OF 1970 (PPPA)

The PPPA authorizes the Consumer Product Safetyn@@ssion to establish standards
for “special packaging” of substances that may eallisess or injury to small children.

16



It is intended to reduce poisonings among smalticdm. Items covered by the Act must
be packaged in containers that cannot be open8@%yof children under the age of
five, but that can be opened by 90% of adults.

With respect to items that may be dispensed, thedwers the following:

1) Human prescription drugs in oral dosage formsepkoral contraceptives in
manufacturers’ memory-aid dispenser packages,giyiterin, unit-dose packaged
drugs, and a few other exceptions;

(1) All controlled substances in oral dosage forms;

(2) Aspirin products, except for certain effervescerd powder forms;

(3) Iron-containing oral products, including dietarypplements; and

(4) Acetaminophen products, except for certain effesgasand powder forms.

The consumer may request that non-safety packdginged and may give a blanket
waiver regarding all of his/her prescriptions. Baathorization should be received in
writing.

Safety closures can lose their effectiveness weiffeated use, therefore new containers
must be used when refilling prescriptions. Howetfeglass containers are used, the Act
permits replacing the cap only.

The manufacturer’s original package, with apprdprlabeling, may be dispensed
directly to the consumer if it meets safety-packggiequirements.

In April, 2001, the Code of Federal Regulationstl€T21 CFR 111.50.) further restricted
the packaging requirements of iron-containing potslas follows:

The use of iron and iron salts offered in solidl dosage form (e.g., tablets or
capsules), and containing 30 milligrams or moreaf per dosage unit,
is safe and in accordance with current good matwrfiag practice only
when such supplements are packaged in unit-dosagiag. —Unit-dose
packaging" means a method of packaging a prodtai non-reusable
container designed to hold a single dosage urahaed for
administration directly from that container, irresgive of whether the
recommended dose is one or more than one of thmtse The term
““dosage unit" means the individual physical ohihe product (e.g.,
tablets or capsules). Iron-containing products énatsubject to this regulation are
also subject to child-resistant special packageugirements.

PRESCRIPTION: DRUG ORDER REQUIREMENTS

(a) Prescription orders shall include, but notibetéd to:

(1) date of issuance;

17



(2) name and address of patient;

(3) name, address and telephone number of prescribepethat indication of the

name of the prescriber is sufficient if a data $ipecified in (b) of this Rule is
current and in effect;

(4) Drug Enforcement Agency (DEA) number of prescriipethe case of controlled

substances;

(5) name, strength, dosage form and quantity of dregqribed:;

(6) refills if authorized or, in institutions, the stdate;

(7) route of administration of drug prescribed; and

(8) directions for use.

(b) Information in Subparagraphs (a)(2), (a)(3)(4n (a)(6) and (a)(7) may be stored in
a readily retrievable data file specifically conggilfor use in the pharmacy, which is
not a commercial publication, in lieu of the regumnents of the named Subparagraphs.

[21 NCAC 46.2301]

Any drug the label of which bears the statemenuti©a: Federal law prohibits
dispensing without a prescription,” or “Rx only’i.€. prescription drugs), shall be
dispensed only:

a. Upon a written prescription of a practitioner lised by law to administer such

C.

drug, or authorized to issue orders pursuant to ®B7(23)(a), provided that the
written prescription must bear the printed or stachpame, address, telephone
number and DEA number of the prescriber in additmhis legal signature, or

Upon an oral prescription of such practitioner vihie reduced promptly to
writing and filed by the pharmacist, or

By refilling any such written or oral pregation if such refilling is authorized by
the prescriber either in the original prescriptarby oral order which is reduced
promptly to writing and filed by the pharmacistatiy prescription for such drug
does not indicate the times it may be refillecn, such prescription may not be
refilled unless the pharmacist is subsequentlyaizéd to do so by the
practitioner.

The act of dispensing a drug contrarthe provisions of this subdivision shall
be deemed to be an act which results in a drugylbreisbranded while held for
sale.

[G.S. 106.134.1(4)]
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A prescription drug shall be dispensed only

(upon a written prescription of a practitiongeinsed by law to administer such
drug, or

(ii) upon an oral prescription of such practitiomérich is reduced promptly to writing
and filed by the pharmacist, or

(ii1) by refilling any such written or oral prescriptidrsuch refilling is authorized by
the prescriber either in the original prescriptarby oral order which is reduced
promptly to writing and filed by the pharmacist.eTact of dispensing a drug
contrary to the provisions of this paragraph shaldeemed to be an act which
results in the drug being misbranded while heldsfie.[21 USC 353 (b)(1)(c)]

All of the above requirements shall apply to nosprigtion drugs when they are to be
removed from the manufacturer’s original contaiaed dispensed to a patient.
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PRESCRIPTION LABEL AND PACKAGING
A label shall be affixed to the container of a prgsion drug and shall contain all of the
following information:

(1) The name of the patient;

(2) The name and address of the pharmacy;

(3) The phrase “Filled by " or “Dispensed by ", with the name of the
practitioner who dispensed the prescription appeari the blank;

(4) The serial number and date of the prescriptionf asdilling;

(5) The name of the prescriber;

(6) The directions for use;

(7) The name and strength of the drug (unless othemitiseted by the prescriber);
also, the brand name of any drug product dispersead,the absence of a brand
name, the established name;

** Effective January 1, 2006**

The generic name of the drug must be listetherabel, even if the generic drug is
unavailable to dispense, or even if the suligin of a generic drug is not
permitted [21 NCAC 46.1818]

(8) The discard date when dispensed in a container tithe the manufacturer’'s
original container. The discard date shall becihwier of one year from the date
dispensed or the manufacturer’s expiration datécheaver is earlier. The label
shall not obscure the expiration date and stortgeraent when the product is
dispensed in the manufacturer’s original container;

(9) Cautionary statements, if any, contained in suelsgiptions; and
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(10)Necessary auxiliary labels.
[G.S. 105-134.1][21 USC 353][G.S. 90-85.29][21 NCAE.2401]

All of the above requirements apply to nonpreswiptrugs also, when removed from
the manufacturer’s original container and dispensea patient.

Prescription label

The prescription label of every drug product disgmehshall contain the brand name of
any drug product dispensed, or in the absencébadrad name, the established
name. The prescription drug label of every druglpod dispensed shall:

(1) Contain the discard date when dispensed in a cwrtather than the
manufacturer's original container. The discard datdl be the earlier of one year
from the date dispensed or the manufacturer's &tkmir date, whichever is earlier,
and

(2) Not obscure the expiration date and storage statewigen the product is
dispensed in the manufacturer's original container.

(3) As used in this section, "expiration date" meamsekpiration date printed on the
original manufacturer's container, and "discareé'tlateans the date after which
the drug product dispensed in a container other tihe original manufacturer's
container shall not be used. Nothing in this secsioall impose liability on the
dispensing pharmacist or the prescriber for damegjated to or caused by a drug
product that loses its effectiveness prior to tkgiration or disposal date
displayed by the pharmacist or prescriber. [G.80-85.29]

21 NCAC 46 .1818 PRESCRIPTION LABELS *EFFECTIVE JANUARY 1, 2006
Prescription labels shall list at a minimum the eyg name of the drug, even if the
generic drug is unavailable to dispense or evéimeifsubstitution of a generic drug is not
authorized.

21



Re-packaging

When drugs are removed from their original manufiastsupplied container and
repackaged into dispensing containers to be hebdilksstock prior to being dispensed to
a specific patient, the U.S. Food and Drug Admiaisin (FDA) has recommended (in
part) that labels containing the following infornoat from the manufacturer’s original
container be affixed to each dispensing container:

1.

2.

The proprietary (brand) or generic name oftcihay;
The quantity of active ingredient per dose unit;

The name of the manufacturer, packer, or distriputo
The lot or control number; and

The expiration date.

§ 90-85.33. Unit dose medication systems.

The Board may adopt regulations governing pharrtspi®viding unit dose
medication systems. The regulations shall ens@wedfe and proper distribution of drugs
in the patients best health interests.
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PRESCRIPTION RECORDS

§ 90-85.26. Prescription orders preserved.

Every pharmacist-manager of a pharmacy shall mairfiar at least three years* the
original of every prescription order and refill cpounded or dispensed at the pharmacy
except for prescription orders recorded in a p#ienedical record. An automated data
processing system may be used for the storageetmelval of refill information for
prescriptions pursuant to the regulations of tharBo

8 90-85.30. Prescription record.
The pharmacy file copy of every prescription siradlude the brand or trade name, if
any, or the established name and the manufacttitee @lrug product dispensed.

Records of Dispensing
(a) Records of dispensing for original and refikgcriptions are to be made and kept by
pharmacies for three years* and shall include gogitnot limited to:
(1) quantity dispensed, if quantity of refill iSffdirent than quantity of original,
(2) date of dispensing;
(3) serial number (or equivalent in an institution)
(4) the identification of the pharmacist resporesitolr dispensing;
(5) records of refills to date;
(6) documentation of satisfaction of state requerta for drug selection.
(b) Records in institutional pharmacies may be nmatkkept as part of the patient's
medical record.[21 NCAC 46.2302]

Records of prescription filling and refilling
In a pharmacy with a manual system, the dispensiagmacist shall indicate by date
and initial the filling or refilling of a prescrifn on the document. In a pharmacy with
a computer or data system, a designation of thedsng pharmacist accompanied by
the daily signature of the pharmacist filling ofilteng each prescription is required as
noted in Rule .2304(3)(a) or (3)(b). Informationshbe kept for three years. This
does not preclude the use of unlicensed personbalieg information in a data
system provided that supervision is maintainedyansto Board rules.
[21 NCAC 46.2303]

Security
To maintain the confidentiality of patients' preption orders, there must exist adequate
safeguards or security of the records. [21 NCAQ365]

Automated data processing systems
An automated data processing system may be empésyadecord-keeping system if the
following conditions are met:

* For local health departments, the requirementfetention isS years, these guidelines can be
accessed dtttp://www.ah.dcr.state.nc.us/records/local/defduitn
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(1) The system shall have the capability of producigbtsreadable documents of all
original and refilled prescription information. Thexm “sight-readable” means
that a regulatory agent shall be able to examieedhord and read the
information. In the case of administrative proceegdibefore the Board, records
must be provided in a readable paper printout form.

(2) Such information shall include, but not be limitedhe prescription requirements
and records of dispensing as indicated in Rule@L2®d .2302 of this Section.

(3) The individual pharmacist responsible for coet@hess and accuracy of the entries
to the system must provide documentation of thetfet prescription information
entered into the computer is correct. In documenttiis information, the
pharmacist shall have the option of either:

(a) providing a printout of each day's prescripiimiormation. That printout shall
be dated and the individual pharmacist shall vehft the information indicated
is correct and sign the printout in the same maasex check or legal document
(e.g. J.H. Smith, or John H. Smith). Such printousst be maintained three
years from the date of last dispensing; or

(b) maintaining a log book, or separate file, inatheach individual pharmacist
involved in such dispensing shall sign a statereanh day attesting to the fact
that the prescription information entered into ¢cbenputer that day has been
reviewed and is correct as shown. Such a bookeonfust be maintained at the
pharmacy employing such a system for a period rektlyears after the date of
last dispensing.

(4) Documentation in Paragraph (3) of this Rule infngsprovided in the pharmacy
within 72 hours of date of dispensing.

(1) An auxiliary record-keeping system shall be esthigld for the documentation
of refills if the automated data processing sysiemoperative for any reason.
When the automated data processing system is eestmioperation, the
information regarding prescriptions filled, refdl@r transferred during the
inoperative period shall be entered into the autethdata processing system
within the time equal to the number of inoperatigs times three; for
example, if the system were inoperative for fivgsdthen all interim data shall
be entered within 15 days of the last inoperatag tHowever, nothing in this
Paragraph shall preclude the pharmacist from ysiafigssional judgment for
the benefit of a patient's health and safety. Thaliary record keeping system
shall be backed up at least weekly.

(2) A pharmacy shall make arrangements with the suppfidata processing
services or materials to assure that the pharmaatynties to have adequate
and complete prescription and dispensing recortieifelationship with such
supplier is terminated for any reason. A pharmdmafl @issure continuity in the
maintenance of records.

(3) A current version of drug interactions softwarelksba used and policies and

procedures shall be established to address ovagritie interactions prompt.
{21 NCAC 46.2304]
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Availability of patient records

Pharmacists employed in health care facilitiesI$taale access to patient records
maintained by those facilities when necessaryHemtharmacist to provide
pharmaceutical services. The pharmacist shall rapkeopriate entries in patient records.
[G.S.90-85.35]

All records pertaining to the filling and refillingf prescriptions shall be available to
designated employees of the Board during normahbas hours.
[21 NCAC 46.1803]

§ 90-85.36. Availability of pharmacy records.

(@) Except as provided in subsections (b) and (c) behatten prescription orders
on file in a pharmacy or other place where presiomg are dispensed are not public
records and any person having custody of or adodab® prescription orders may
divulge the contents or provide a copy only tofthilowing persons:

(1) An adult patient for whom the prescription viesued or a person who is legally
appointed guardian of that person;

(2) An emancipated minor patient for whom the prigsion order was issued or a
person who is the legally appointed guardian of pladient;

(3) An unemancipated minor patient for whom thesprigtion order was issued when
the minor's consent is sufficient to authorizetireant of the condition for which the
prescription was issued;

(4) A parent or person in loco parentis of an uneei@ated minor patient for whom the
prescription order was issued when the minor's@ainis not sufficient to authorize
treatment for the condition for which the presaaptis issued;

(5) The licensed practitioner who issued the pipgon;

(6) The licensed practitioner who is treating tlagignt for whom the prescription was
issued;

(7) A pharmacist who is providing pharmacy servitethe patient for whom the
prescription was issued;

(8) Anyone who presents a written authorizationtfer release of pharmacy
information signed by the patient or his legal esentative;

(9) Any person authorized by subpoena, court oodstatute;
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(10) Any firm, association, partnership, busineast{ corporation or company charged
by law or by contract with the responsibility obprding for or paying for medical
care for the patient for whom the prescription ondas issued;

(11) A member or designated employee of the Board;

(12) The executor, administrator or spouse of @agsed patient for whom the
prescription order was issued;

(13) Researchers and surveyors who have appraaltiie Board. The Board shall
issue this approval when it determines that thezeadequate safeguards to protect
the confidentiality of the information containedtire prescription orders and that the
researchers or surveyors will not publicly disclasg information that identifies any
person; or

(14) The person owning the pharmacy or his autedragent.

(b) A pharmacist may disclose any information tg parson only when he reasonably
determines that the disclosure is necessary tegrdte life or health of any person.

(c) Records required to be kept by G.5. 90-93(dhé8ule V) are not public records
and shall be disclosed at the pharmacist's distreti

§ 90-85.26. Prescription orders preserved.

Every pharmacist-manager of a pharmacy shall maifda at least three years the
original of every prescription order and refill cpounded or dispensed at the pharmacy
except for prescription orders recorded in a p#ienedical record. An automated data
processing system may be used for the storageetmelval of refill information for
prescriptions pursuant to the regulations of tharBo

Health Insurance Portability and Accountability Act of 1996

Under HIPAA regulations, all prescription recads and dispensing information
are considered protected health information (PHI) ad are subject to all
guidelines concerning PHI.

DRUG PRODUCT SELECTION

§ 90-85.28 Selection by pharmacists permissible; prescmiay permit or prohibit
selection; price limit on selected drugs.
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a) A pharmacist dispensing a prescription for a drug poduct prescribed by its
brand name may select any equivalent drug product hich meets the following
standards:

(1) The manufacturer's name and the distributor's nérd#ferent from the
manufacturer's name, shall appear on the labéleo$tock package;

(2) It shall be manufactured in accordance withrenirgood manufacturing practices;

(3) Effective January 1, 1982, all oral solid deségyms shall have a logo, or other
identification mark, or the product name to idgntlie manufacturer or distributor;

(4) The manufacturer shall have adequate providmmngrug recall; and

(5) The manufacturer shall have adequate providmmeturn of outdated drugs,
through his distributor or otherwise.

(b) The pharmacist shall not select an equivalent drugroduct if the prescriber
instructs otherwise by one of the following methods

(1) A prescription form shall be preprinted or spsad with two signature lines at the
bottom of the form which read:

Product Selection Permitted DispasgVritten

On this form, the prescriber shall communicateitssructions to the pharmacist by
signing the appropriate line.

(2) In the event the preprinted or stamped prescrigoom specified in (b)(1) is not
readily available, the prescriber may hand writésfiense as Written™ or words or
abbreviations of the same meaning on a prescrifbion.

(3) When ordering a prescription orally, the présar shall specify either that the
prescribed drug product be dispensed as writtéhadmproduct selection is
permitted. The pharmacist shall note the instrastion the file copy of the
prescription and retain the prescription form fog period prescribed by law.

(b1) A prescription for a narrow therapeutic index drug shall be refilled using only
the same drug product by the same manufacturer thathe pharmacist last
dispensed under the prescription, unless the presber is notified by the
pharmacist prior to the dispensing of another manudcturer's product, and the
prescriber and the patient give documented consemd the dispensing of the other
manufacturer's product. For purposes of this subsection, the term "refiligahll
include a new prescription written at the expinatiad a prescription which continues
the patient's therapy on a narrow therapeutic irtfag.
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(c) The pharmacist shall not select an equivalent drugroduct unless its price to the
purchaser is less than the price of the prescribedrug product.

** IMPORTANT POINT**
Currently, there are no narrow therapeutic indexgdrincluded in the NC Health
Department formularies or approved list of drugbéadispensed by RN’s.

§ 90-85.31. Prescriber and pharmacist liability noextended.

The selection of an equivalent drug product purstathis Article shall impose no
greater liability upon the pharmacist for selecting dispensed drug product or upon the
prescriber of the same than would be incurred theefor dispensing the drug product
specified in the prescription.

"Equivalent drug product" - means a drug product which has the same estadlish
name, active ingredient, strength, quantity, arehde form, and which is

therapeutically equivalent to the drug product tdesd in the prescription;
[§ G. S. 90-85.27(1)]

Adequate provisions for return of outdated drugsboth full and partial containers as
provided in G.S. 90-85.28(a)(5) means that drugsbeareturned up to six months
after the labeled expiration date for prompt fuéldit or replacement. A finding by the
Board that a manufacturer does not meet this stdiwddl cause that manufacturer's
products to be ineligible for use in product setett[21 NCAC 46.2901]

The NC General Assembly authorizes and mandatégphiaamacists participating in the
Medicaid Assistance Prografiedicaid) substitute generic drugs for brand or trade
name drugs unless the prescriber specifically arttex brand name drug by signing the
“Dispense as Written” line and writing “Brand Medic ally Necessary” in his/her own
handwriting on the face of the prescription.

PATIENT COUNSELING

(a) "Patient Counseling" shall mean the effective commuication of information,
as defined in this Rule, to the patient or represdative in order to improve
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therapeutic outcomes by maximizing proper use of m@scription medications,
devices, and medical equipmentAll provisions of this Rule shall apply to
device and medical equipment permit holders, ex8epparagraph (a)(8) of this
Rule and except where otherwise noted. Specifiasaof patient counseling
include, but are not limited to, those mattersetisin this Rule that in the exercise
of the pharmacist's or device and medical equiprpemit holder's professional
judgment are considered significant:

(1) name, description, and purpose of the medication;
(2) route, dosage, administration, and continuityf therapy;
(3) special directions for use by the patient;

(4) common severe side or adverse effects or interaati® and therapeutic
contraindications that may be encountered, includig their avoidance, and
the action required if they occur;

(5) techniques for self-monitoring drug therapy;
(6) proper storage;
(7) prescription refill information; and

(8) action to be taken in the event of a missed dose.

(b) An offer to counsel shall be made on new or transferescriptions at the time
the prescription is dispensed or delivered to theatient or representative.
Ancillary personnel may make the offer to counbat, the pharmacist must
personally conduct counseling if the offer is atcedp Counseling by device and
medical equipment permit holders must be condugaygaersonnel proficient in
explaining and demonstrating the safe and propeptidevices and equipment.
The person in charge shall be responsible for @mgtinat all personnel conducting
counseling are proficient in explaining and dematstg the safe and proper use
of devices and equipment and for documenting timeodhstration of such
proficiency. The offer shall be made orally angh@rson when delivery occurs at
the pharmacy. When delivery occurs outside optermacy, whether by mail,
vehicular delivery or other means, the offer shallmade either orally and in
person, or by telephone from the pharmacist tp#ient. If delivery occurs
outside of the pharmacy, the pharmacist shall pethe patient with access to a
telephone service that is toll-free for long-distarcalls. A pharmacy whose
primary patient population is accessible throudbcal measured or toll-free
exchange need not be required to offer toll-fregise. Counseling may be
conducted by the provision of printed informatiarai foreign language if
requested by the patient or representative. Psmieal judgment shall be exercised
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in determining whether or not to offer counseling prescription refills.An offer
to counsel shall be communicated in a positive maento encourage
acceptance.

(c) In order to counsel patients effectively, a reasorde effort shall be made to
obtain, record, and maintain significant patient information, including:

(1) name, address, telephone number;
(2) date of birth (age), gender;
(3) medical history:

(A) disease state(s);

(B) allergies/drug reactions;

(C) current list on non-prescription and prggern medications, devices, and
medical equipment.

(4) comments relevant to the individual's drug therapy.

A'reasonable effort" shall mean a good faith effort to obtain from tlagignt or
representative the foregoing patient informatiémcillary personnel may collect,
record, and obtain patient profile information, the# pharmacist or person in
charge of the facility holding the device and matlequipment permit must review
and interpret patient profile information and daconfusing or conflicting
information. Professional judgment shall be exsadias to whether and when
individual patient history information should beught from other health care
providers.

(d) Once patient information is obtained, this informaion shall be reviewed and
updated by the pharmacistor person in charge of the facility holding the idev
and medical equipment permit before each presorips filled or delivered,
typically at the point-of-sale or point of distrifoan to screen for potential drug
therapy problems due to:

(1) therapeutic duplication;
(2) drug-disease contraindication;

(3) drug-drug interactions, including serious interaics with prescription or over-
the-counter drugs;

(4) incorrect drug dosage or duration of drug treatment

(5) drug-allergy interactions; and

30



(6) clinical abuse/misuse.

(e) Unless refused by the patient or representative, pi@nt counseling shall be
provided as follows

(1) counseling shall be "face to face" by the pharmacisor personnelof a device
and medical equipment permit holdenen possible

(2) alternative forms of patient information may bedit® supplement patient
counseling;

(3) patient counseling, as described in this Rule, sHdle required for outpatient
and discharge patients of hospitals, health maames organizationsealth
departments, and other institutions; however, compance with this Rule in
locations in which non-pharmacists are authorized ¥ law or regulations to
dispense may be accomplished by such authorized npharmacists; and

(4) patient counseling, as described in this Rule,| sizdlbe required for inpatients
of hospitals or other institutions where a nursetber licensed health care
professional administers the medication(s).

() Pharmacists that distribute prescription medacably mail, and where the
practitioner-pharmacist-patient relationship doeseaxist, shall provide counseling
services for recipients of such medication in adaace with this Rule.

(g9) Records resulting from compliance with this Rule,ncluding documentation
of refusals to receive counseling, shall be maintad for three yearsin
accordance with Section .2300 of this Chapter.

(h) Personnel of device and medical equipment perabitdns shall give written
notice of warranty, if any, regarding service aftex sale. The permit holder shall
maintain documentation demonstrating that the amitiotice of warranty was
given to the patient.

(i) Offers to counsel and patient counseling for inmateneed not be "face to
face", but rather, may be conducted through a corretional or law
enforcement officer or through printed material. A pharmacist or a device
and medical equipment permit holder dispensing drug or devices or
delivering medical equipment to inmates need not coply with Paragraph (c)
of this Rule. However, once such patient informadin is obtained, the
requirements of Paragraph (d) of this Rule shall bdollowed.

**IMPORTANT POINT**
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Patient counseling should be documented in wriing these records maintained for
three years. Documentation may be made in themt&timedical record, on the
prescription, or another designated form. If agmatrefuses counseling, this must also
be documented as described.

8§ G.S. 131E-79.1. Counseling patients regarding gscriptions.

@) Any hospital or other health care facility licengadsuant to this Chapter or
Chapter 122C of the General Statutes, health nrante organizatiomocal
health department, community health center, medicabffice, or facility
operated by a health care provider licensed under Rapter 90 of the General
Statutes, providing patient counseling by a physian, a registered nurse, or
any other appropriately trained health care profesgnal shall be deemed in
compliance with the rules adopted by the North Cartina Board of Pharmacy
regarding patient counseling.

(b) As used in this section, "patient counseling” meanthe effective
communication of information to the patient or representative in order to

improve therapeutic outcomes by maximizing proper ge of prescription
medications and devices.

PHARMACY PERMIT REQUIREMENTS
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Limited Service Pharmacy Permit A pharmacy permit issued by the Board to an
applicant that wishes to render in an institutissetting pharmaceutical services not
limited to scope and kind but to time and condgiamder which such services are
rendered.

REGISTRATION AND PERMITS

(a) Registration Required. All places providingwsegs which embrace the practice of
pharmacy shall register with the North Carolina Bloaf Pharmacy as provided in
G.S. 90-85.21 and acquire a permit to do so. Appba for such registration and
permit shall be on forms provided by the Boardh# Board is satisfied that proper
facilities and adequately trained and properlyriged personnel have been obtained
which will assure compliance with all laws regutatithe compounding and
distribution of drugs, the practice of pharmacy &melrules of the Board, a permit
shall be issued by the Board attesting such redgisir.

(b) Exemptions. Nothing in these rules shall bestared to require the registration with
the Board of those health care facilities in whizcére occurs only the administration
of drugs.

(c) Separate Registration Required. The disperdinigugs from separate locations
owned by a health care facility, such as satgblitarmacies, outside clinics, health
maintenance organizations, or physician's officgsen by the health care facility
shall require separate registration if any onéieffollowing criteria exists:

(1) The drugs dispensed at the location are ontlyremnd customarily obtained from a
source outside of the health care facility;

(2) The pharmacist-manager is controlled and supeshfrom a source other than the
health care facility pharmacy; or

(3) The routine activity at the location is dispegsdrugs to outpatients.

(d) Any pharmacy that provides compounding or disj@y services to one or more
health care facilities for individual patient admsination bearing any labeled name
other than that under which it is registered stegjuire a separate registration.

(e) Health care facilities, which do not have arphecy permit, shall secure their

pharmaceutical services through a pharmacist hgldiourrent license from the
Board. [21 NCAC 46.1401]

PHYSICAL REQUIREMENTS FOR PERMIT
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A health care facility pharmacy shall have sufiintiloor space allocated to it to
ensure that drugs are prepared in sanitary, vgditdd and enclosed places. It shall
have sufficient equipment and physical facilities froper compounding,
dispensing, and storage of drugs, including parahpgeparations. In addition to
the requirements of Section .1600 of this Chapiter equipment and physical
facilities shall include the following:

(1) Compounding and dispensing areas;

(2) Physically separate parenteral solution adeliikea when parenteral solutions are
compounded as described in Section .2800 - Steaitenteral Pharmaceuticals of
this Chapter;

(3) Receiving and storage areas;
(4) Packaging and repackaging areas;

(5) Office space sufficient to allow for adminigive functions without interference
with the safe compounding and dispensing of meidicatand security of the
pharmacy;

(6) Storage. All drugs shall be stored in desighat®eas within the pharmacy or
decentralized pharmacy sufficient to provide saioiteto prevent contamination,
moisture control, and security to prevent acces® funauthorized personnel.
Controlled substances shall be stored in compliantteapplicable Federal and
State laws and regulations. Alcohol and flammabkhesd| be stored in areas that
shall, at a minimum, meet basic local building coelguirements for the storage of
volatile substances and such other laws, ordinacesgulations that may apply.

(7) Security. All areas occupied by the health ¢acdity pharmacy, to include

auxiliary drug supplies and unit dose carts, steatiain secured at all times.
[21 NCAC 46.1412]

PHARMACY PERMITS (CON'T)
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(a) Applications for pharmacy permits, whether i or renewal, shall be made upon
forms provided by the Board. The Board shall ssuée any original or annual renewal
pharmacy permit until the Board is satisfied that:

(2) The pharmacist-manager is sure that at all diradequate qualified
personnel have been secured by the managemeng stdre to properly
render pharmaceutical service in the manner piesetiy law.

(2) The pharmacy posts in a location conspicuouthé¢opublic the specific
hours that a pharmacist is on duty in the pharmdadys requirement does
not apply to hospitals, nursing homes, and similatitutions subject to
the provisions of Section .1400 of this Chapter.

3) The pharmacist-manager shall be responsible d&btaining and
maintaining equipment in the pharmacy adequate teetmthe
pharmaceutical care needs of the pharmacy's patiehe pharmacy's
reference library shall include a medical dictignand current editions of
generally accepted reference books on drug inieregt clinical
pharmacology, USP Dispensing Information or itsiegjent, and if 1V
admixture services are provided, a reference on erfenal
Incompatibilities.

4) The pharmacy is equipped with sanitary appksnmcluding lavatory
facilities with hot and cold running water; is adatgely lighted; and is
kept in a clean, orderly, and sanitary condition.

(5) All prescription medications are labeled in accoawith G.S. 106-134 and

106-134.1.

(b) In addition to the requirements for issuancel aanewal of a pharmacy permit
imposed by statute and rules of the Board, a peshaill not be issued or renewed to any
person to operate a pharmacy wherein the presmmptof medical practitioners are
compounded or dispensed and distributed when sisttibdtion is effected by mail and
the practitioner- pharmacist-patient relationshogsinot exist, until the Board is satisfied
that:

(1) The pharmacy maintains records of prescripticm@npounded or
dispensed and distributed in manner that is readthjevable;

(2) During the pharmacy's regular hours of operatit not less than six
days per week, for a minimum of forty hours per kyvea toll-free
telephone service is provided to facilitate commanon between patients
and a pharmacist at the pharmacy who has accdbe fmatient's records.
This toll-free number must be disclosed on the llaféxed to each
container of dispensed drugs;

3) The pharmacy complies with all lawful ordersgedtions, and requests for
information from the Boards of pharmacy of all egatin which it is
licensed and all states into which it distributessgription drugs;

(4) The pharmacy complies with all USP and FDA requeeta regarding the

storage, packaging, and shipping of prescriptiondioaions. The
pharmacist- manager and all other pharmacists gmglin the pharmacies
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permitted pursuant to this Paragraph shall be stlgeall Federal and State
statutes and regulations concerning the disperdfipgescription medications
including, but not limited to, 21 NCAC 46 .1801 arfiBO5 and 21 CFR
1306.01, 1306.05, and 1306.21.

(c) The Board shall not issue an original or redepeamit to any person to operate a
drugstore or pharmacy as a department in or agdaany other business serving the
general public (except hospitals, nursing homes, @imilar institutions subject to the
provisions of Section .1400 of this Chapter) unkssh pharmacy facility:

(2) is physically separated from such other busines

(2) Is separately identified to the public botht@same and any advertising;

3) completes all transactions relative to suchriplaay within the registered

facility; and
4) meets the same requirements for registraticall agher pharmacies.

(d) Permits to operate pharmacies, whether origimalenewal, shall be issued to the
pharmacist-manager of such pharmacy pursuant eana gpplication of the owner and
pharmacist-manager for the conduct and managenfieaicdpharmacy. The issuance of
said permit shall not be complete and the pernatl stot be valid until the pharmacist-
manager as represented in the application has esigited it. The permit so issued is
valid only so long as the pharmacist-manager tonwitowas issued assumes the duties
and responsibilities of pharmacist-manager. Psermiay be reissued at any time to a
successor pharmacist-manager pursuant to the pampendment of the application for
the permit.

(e) Upon application, the Board may issue and reseparate permits for pharmacies
operating at one location. Records for each pé&thipharmacy must be maintained
separately. Prior to issuance of an original pereach pharmacy shall submit a plan to

the Board that shall assure accountability foratigons of each pharmacy at the location
[21 NCAC 4601]

REQUIREMENT OF PERSONAL APPEARANCE

Prior to issuance of any original permit or devared medical equipment permit, the
following persons must appear personally at ther@adfice on the first Monday of the
month, the Monday before the monthly Board meetorgsuch other time as scheduled
with the Board's staff:
(1) the pharmacist-manager for the applicant phaymand
(2) the person in charge of the facility applyiray the device and medical
equipment permit.

[21 NCAC 46.1606]

Pharmacy permit.
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In accordance with Board regulations, each pharnratiorth Carolina shall
annually register with the Board on a form pr@ddy the Board. The application
shall identify the pharmacist-manager of the phasyvend all pharmacy personnel
employed in the pharmacy. All pharmacist-manageadl siotify the Board of any
change in pharmacy personnel within 30 days ottange. [G.S. 90-85.21]

License and permit to be displayed.

Every pharmacist-manager's license, every permdt.exery current renewal shall be
conspicuously posted in the place of business owgext employing the person to
whom it is issued. The licenses and every lastwahef all other pharmacists employed
in the pharmacy must be readily available for insipa by agents of the Board. Failure
to display any license or permit and the most recamewal shall be a violation of this
Article and each day that the license or permieaewal is not displayed shall be a
separate and distinct offeng&.s.§ 90-85.23]
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RESPONSIBILITIES OF THE PHARMACIST-MANAGER

The pharmacist-manager shall assure that presurifggend drugs and

controlled substances are safe and secure withiplthrmacy.
[21 NCAC 46.2502(a)]

The pharmacist-manager shall maintain completeoaitiytand control over
any and all keys to the pharmacy and shall be resple for the ultimate
security of the pharmacy. A pharmacy shall be stto prohibit
unauthorized entry if no pharmacist will be presarthe pharmacy for a
period of 90 minutes or morRl NCAC 46.2502(e)]

These duties are in addition to the specific dutfiggsharmacist-managers at
institutional pharmacies and pharmacies in heaftadments (as set forth in
the Rules in this Chapter[21 NCAC 46.2502(f)]

A person shall not serve as pharmacist-manageoe than one pharmacy at
any one time except for limited service pharmagEsNCAC 46.2502(g)]

The pharmacist-manager shall prepare a plan tgsarfe prescription records
and pharmaceuticals in the event of a natural tisasich as hurricane or
flood. [21 NCAC 46.2502(j)]

The pharmacist-manager shall separate from theusspg stock all drug
products more than six months out of dgbe. NCAC 46.2502(k)]

The pharmacist-manager shall report to the BoARharmacy information
that reasonably suggests that there is a probathibit a prescription drug or
device dispensed from a location holding a permas taused or contributed to
the death of a patient or customer. This repall & filed in writing on a
form provided by the Board within 14 days of then@wrepresentative or
pharmacist-manager's becoming aware of the evidrg.pharmacist-manager
shall retain all documents, labels, vials, suppkedstances and internal
investigative reports relating to the event. AItk items shall be made

available to the Board upon request.
[21 NCAC 46.2502(1)]

The Board shall not disclose the identity of a pieist-manager who makes
a report under Paragraph (l) of this Rule, excepeguired by law. All
reports made under Paragraph () of this Rule stwlbe released except as
required by law. [21 NCAC 46.2502(m)]

Dispensing errors, which are not detected and ctaueprior to the patient

receiving the medication, shall be documented apdnted to the pharmacist-
manager. Documentation shall include pertinendrbiogical information
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and appropriate forms including the identity ofiindual(s) responsible.
These documents, including action taken as patagefality assurance plan,
shall be archived in a readily retrievable manmat @pen for review, copying
or seizure by the Board or its designated employettsn 48 hours of a
request for inspection for a period of three yedrsese documents shall be
released only to the Board or its designated enegl®ypursuant to an
investigation and shall not otherwise be releaseem as required by law.
Upon request by the Board or its designated empkyhese documents shall

be transmitted by the pharmacist-manager to aneotff the Board[21 NCAC
46.2502(n)]

In any Board proceeding, the Board shall considengdiance with
Paragraphs (I) and (n) of this Rule as a mitigataogor and noncompliance
with Paragraphs (I) and (n) of this Rule as an agajing factor.[21 NCAC
46.2502(0)]

All registrants under G.S. 90-85.21 shall develog enplement policies and
procedures to insure that all out-dated, improplatheled, adulterated,
damaged or unwanted drugs or drug containers watimwilegible or missing

labels are destroyed or disposed of so as to rehder unusable
[21 NCAC 46.3001(a)]

Upon notification of medication errors resultingrr the administration of an
incorrect medication or dose, the pharmacist-manstggl document such
medication error. Documentation shall include iperit chronological
information and include documentation on healtle dacility forms. These
documents shall be archived in a readily retrie¢abanner, open for
inspection, for a period of three yedpd. NCAC 46.1414 (j)(2)]

Upon notification of information that reasonablyggests that there is a
probability a prescription drug or device dispenBed a location holding a
permit has caused or contributed to the deathpattient, the pharmacist-
manager shall retain all documents, labels, vigpsies, substances and
internal investigative reports relating to the d@vesll such items shall be
maintained by the health care facility, accesdiblhe pharmacist-manager,
and open to the Board of Pharmgey NCAC 46.1414 (j)(3)]

The pharmacist in charge of a pharmacy shall repitinin 10 days to the
Board any disaster, accident, theft, or emergertuglwmay affect the

strength, purity, or labeling of drugs and devicethe pharmacy.
[G.S. 90-85.25(b)]
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ADULTERATED DRUGS (AND DEVICES)
A drug or device shall be deemed to be adulterated:

(1) a Ifit consists in whole or in part of any filfthputrid or decomposed substance;

or
b. Ifit has been produced, prepared, packedelar inder insanitary conditions
whereby it may have been contaminated with filthwbereby it may have been
rendered injurious to health; or
c. Ifitis adrug and its container is composadyhole or in part, of any
poisonous or deleterious substance which may rahdesontents injurious to
health; or
d. If:

1. Itis a drug and it bears or contaias purposes of coloring only, a color
additive which is unsafe within the meaning of GL86-132, or

2. Ifitis a color additive, the inteadluse of which in or on drugs is for
purposes of coloring only, and is unsafe withinieaning of G.S. 106-132;
e. Ifitis a drug and the methods used in, or #wlities or controls used for, its
manufacture, processing, packing, or holding docoaform to or are not operated
or administered in conformity with current good mfatturing practice to assure
that such drug meets the requirements of this leras to safety and has the
identity and strength, and meets the quality andypoharacteristics, which it
purports or is represented to possess.

(2) If it purports to be or is represented as a dnegname of which is recognized in
an official compendium, and its strength differsnfr, or its quality or purity falls
below, the standard set forth in such compendiwmnhSletermination as to
strength, quality, or purity shall be made in ademce with the tests or methods of
assay set forth in such compendium, or in the atgsefor inadequacy of such
tests or methods of assay, those so prescribed antterity of the federal act. No
drug defined in an official compendium shall berded to be adulterated under
this subdivision because it differs from the stadd# strength, quality, or purity
therefore set forth in such compendium, if itseliéince in strength, quality, or
purity from such standard is plainly stated orlatsel. Whenever a drug is
recognized in both the United States Pharmaco@elahe Homeopathic
Pharmacopoeia of the United States it shall beestibp the requirements of the
United States Pharmacopoeia unless it is labeldaHared for sale as
a homeopathic drug, in which case it shall be sulgethe provisions of the
Homeopathic Pharmacopoeia of the United Statesiantb those of the United
States Pharmacopoeia.

(3) If it is not subject to the provisions of subdiwis (2) of this section and its
strength differs from, or its purity or quality lbelow, that which it purports or is
represented to possess.

(4) Ifitis a drug and any substance has been
a. Mixed or packed therewith so as to reduce iityuor strength; or

substituted wholly or in part therefore.[G.S. § 1B3]
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MISBRANDED DRUGS (AND DEVICES)

A drug or device shall be deemed to be misbranded:

(2) If it's labeling is false or misleading in any padlar, or if it's labeling or
packaging fails to conform with the requirement$0$. 106-139 or 106-139.1 of
this Article.

(2) If in package form unless it bears a label coimgin
a. The name and place of business of the manutactoacker, or distributor; and
b. An accurate statement of the quantity of the eotst ..

(3) If any word, statement, or other information regdiby or under authority of this
Article to appear on the label or labeling is nairpinently placed thereon with
such conspicuousness (as compared with other watadements, designs or
devices, in the labeling) and in such terms agnaler it likely to be read and
understood by the ordinary individual under custgn@anditions of purchase and
use.

(4) If it is a habit-forming drug under these regudas and the label does not bear the
statement: "Warning — May be habit forming."

(5) If its label does not:

a. carry the established name of the drug (officiaheaacompendia name or
common name);

b. inthe case of a drug fabricated from two or mogredients, list the established
name of each ingredient, the kind and quantityladteol, and the quantity or
proportion of each listed ingredient, whether activ inactive;

c. inthe case of a prescription drug, show the eistaddl name in letters at least
half as high as those showing the proprietaryadmame of the drug;

(6) Unless its labeling bears
a. Adequate directions for use; and
b. Such adequate warnings against use in those pgtbal@onditions or by
children where its use may be dangerous to healthgainst unsafe dosage or
methods or duration of administration or applicatim such manner and form, as
are necessary for the protection of users.

(7) If it is a drug listed in an official compendiummless it is packaged and labeled as
prescribed therein. Whenever a drug is recognizdxbth the United States
Pharmacopoeia (USP) and the Homeopathic Pharmaeopiothe United States
(HPUS), it shall be subject to the requirementthefUSP with respect to
packaging and labeling unless it is labeled andretf for sale as a homeopathic
drug, in which case it shall be subject to the mions of the HPUS.
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(8) If it has been found by the Department of Agriotdtand Consumer Services to be
a drug liable to deterioration, unless it is pa@dm such form and manner, and its
label bears a statement of such precautions, &adaael of Agriculture shall by
regulations require as necessary for the protectigrublic health.

(9)a. Ifitis a drug and its container is so madeffed, or filled as to be misleading;
or
b. If it is an imitation of another drug; or
c. If it is offered for sale under the name of amottirug.

(10) If it is dangerous to health when used in the desar with the frequency or
duration prescribed, recommended, or suggestdtkifabeling thereof.

(11) In the case of any prescription drug distributedféered for sale in this State,
unless the manufacturer, packer, or distributorethieincludes in all
advertisements and other descriptive printed matsered or caused to be issued by
the manufacturer, packer, or distributor with respe that drug a true statement of

a. The established name, as defined in G.S. 1061 ®84of this Article, printed
prominently and in type at least half as largehas tised for any trade or brand
name thereof,

b. The formula showing quantitatively each ingesdiof such drug to the extent
required for labels under section 502(e) of theefabact, and

c. Such other information in brief summary relatingside effects,

contraindications, and effectiveness as shall Qeired in regulations issued
under the federal act.

(12) If a trademark, trade name or other identifyingknanprint or device of another
or any likeness of the foregoing has been placecktn or upon its container with
intent to defraud.

(13) If it is a drug and it's packaging or labelingnsviolation of an applicable
regulation issued pursuant to section 3 or 4 oRxeral Poison Prevention
Packaging Act of 1970.

G.S.8§106-134.
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VIOLATIONS

8 90-85.40. Violations

(a) It shall be unlawful for any owner or managkea @harmacy or other place to allow
or cause anyone other than a pharmacist to disperc@mpound any prescription
drug unless that person is a pharmacy technicianptyarmacy student who is
enrolled in a school of pharmacy approved by tharB@nd is working under the
supervision of a pharmacist.

(b) Every person lawfully authorized to compoundimpense prescription drugs shall
comply with all the laws and regulations governihg labeling and packaging of such
drugs by pharmacists.

(c) It shall be unlawful for any person not licedses a pharmacist to compound or
dispense any prescription drug, unless that passarmpharmacy technician or a
pharmacy student who is enrolled in a school ofplaay approved by the Board and
is working under the supervision of a pharmacist

(d) It shall be unlawful for any person to managg place of business where devices are
dispensed or sold at retail without a permit asiregl by this Article.

(dl) It is unlawful for a person to own or managelace of business from which medical
equipment is delivered without a permit as requirgdhis Article.

(e) It shall be unlawful for any person withoutd¢guthorization to dispose of an article
that has been embargoed under this Article.

(N 1t shall be unlawful to violate any provisionm this Article or of any rules or
regulations enacted pursuant to it.

(9) This Article shall not be construed to prohinity person from performing an act that
person is authorized to perform pursuant to Nodhoiha law Health care providers
who are authorized to prescribe drugs without stipen are authorized to dispense
drugs without supervision.

(h) A violation of this Article shall be a Classriisdemeanor.
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DISCIPLINARY AUTHORITY

§ 90-85.38. Disciplinary authority.

(a) The Board may, in accordance with Chapter I160DBie General Statutes, issue a
letter of reprimand or suspend, restrict, revokegéuse to grant or renew a license to
practice pharmacy, or require licensees to suagkssbmplete remedial education if
the licensee has done any of the following:

(1) Made false representations or withheld materiarimftion in connection with
securing a license or permit.

(2) Been found guilty of or plead guilty or nolortendere to any felony in connection
with the practice of pharmacy or the distributidrdougs.

(3) Indulged in the use of drugs to an extent thatlers the pharmacist unfit to
practice pharmacy.

(4) Made false representations in connection Withgractice of pharmacy that
endanger or are likely to endanger the health fetysaf the public, or that defraud
any person.

(5) Developed a physical or mental disability treatders the pharmacist unfit to
practice pharmacy with reasonable skill, competemzksafety to the public.

(6) Failed to comply with the laws governing thagdice of pharmacy and the
distribution of drugs.

(7) Failed to comply with any provision of this #ite or rules adopted by the Board.

(8) Engaged in, or aided and abetted an indivituahgage in, the practice of
pharmacy without a license.

(9) Been negligent in the practice of pharmacy.
(b) The Board, in accordance with Chapter 150BhefGeneral Statutes may suspend,
revoke, or refuse to grant or renew any permitliersame conduct as stated in sub-

section (a).

(c) Any license or permit obtained through falseresentation or withholding of material
information shall be void and of no effect.
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§ 90-85.39. Injunctive authority.

The Board may apply to any court for an injunctiorprevent violations of this
Article or of any rules enacted pursuant to it. Thart is empowered to grant the
injunctions regardless of whether criminal prosigguor other action has been or may be
instituted as a result of the violation.
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BLACK LETTER RULES
(American Law Reports)

1. A pharmacist must employ individuals who are capal@ of discriminating
among drugs sold.

2. A pharmacist must know the purposes of the drugs @t he or she sells.
3. A pharmacist must know the properties of the medicies that he or she sells.

4. A pharmacist is not bound to fill any and all presciptions; and his or her
legal duty to a purchaser goes beyond merely dispsed the identical
substance for which the prescription calls. He oshe may know that the
prescriber has erred in the prescription and that filing it might cause death
or serious injury to the patient.

5. A pharmacist cannot safely fill a prescription cajlfor doses that are obviously
fatal, nor can he or she, when the doses prescbhypdte physician appear to be
unusual, safely fill the prescription without questng the physician to make
sure that no error has been made.

6. The above should not be construed to say that a pmacist can not safely fill
a prescription because it is out of the ordinary,igce patients conceivably
could die from being denied unusual remedies in exdme cases.

7. Upon discovery of a mistake, the pharmacist must sehat it is promptly
rectified.

8. lllegibility of a physician’s prescription is no defense for a pharmacist who
uses a different drug from the one prescribed, inidpensing the prescription.

9. If there is any doubt as to the identity of the drg ordered, it is the
pharmacist’s duty to take all reasonable precautios to be certain that one
drug is not sold when another has been prescribed.

10. A pharmacist has a duty to exercise ordinary carea discover defects in the
drugs and medicines that he or she sells.

11.A pharmacist is not required to analyze the conterst of each individual bottle
or package of nonprescription drugs furnished by tle manufacturer.

12. A pharmacist who, in filling a prescription, replaces the manufacturer’s label
on a prepackaged preparation with his or her own, rast exercise an
extremely high standard of care to ascertain thattte drug dispensed is
exactly that prescribed. The pharmacist is resporilsle for any observable
deterioration of a prepackaged pharmaceutical.
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13. A pharmacist who knows that a drug, harmless in itslf, is to be mixed or
used in combination with another and the combinatia would have an
injurious effect of which the purchaser would haveno knowledge, should
advise the purchaser. Failure to do so makes théngrmacist liable for the
consequences.

14. A pharmacist dealing in dangerous drugs owes to theublic a duty to limit
the danger by labeling or otherwise conveying poteial hazards.

15. A pharmacist’s standard of care involves warning oflangers connected with
the drugs and medicines he or she compounds andlsel

16. A seller of drugs is required only to give a warnig if he or she has
knowledge of a dangerous ingredient or side effeor if, by application of
reasonable, developed skill and foresight, he or shmight suspect a hazard.
This does not mean that a pharmacist is required ttest independently a
drug’s chemical structure for side effects of othepossible risks.
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APPENDIX |

RELATIONSHIP BETWEEN THE PHARMACISTS,
PUBLIC HEALTH NURSES
AND
THE HEALTH DEPARTMENT ADMINISTRATION

Separate functions

1. Role of the pharmacist manager:

A. Assure drug control and accountability

™

Serve as a source of drug information

Assure compliance with all laws and rules

o 0

Assist in training public health registered nurkeslispensing

m

Verify accuracy of pharmacy records
F. Update public health nurses regarding new dispgngiquirements
G. Provide guidance, support, and feedback relatipyablems.
2. Role of the public health nurse:
A. Comply with the control and accountability system
B. Inform pharmacist manager of any problems withesyst
C. Remain current with information and training neeeggo dispense
D. Assist in training public health registered nuredispensing
E. Comply with all laws and rules
F. Maintain complete and current pharmacy records
3. Role of the health department administration:
A. Provide adequate resources for dispensing

B. Assist in compliance with control and accountapifiystem
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Joint functions

1. Policy and procedure development
A. Storage
B. Labeling
C. Packaging
D. Delivery of drugs and devices
E. Patient counseling
2. Quality Assurance
A. Error prevention
B. Review of system

C. System improvements
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APPENDIX Il

PROPER DISPENSING TECHNIQUES

1. Review the Prescription Order

A.

B.

C.

G.

Check the prescription order to verify that it can be legally filled.
Check for completeness of the prescription order.

If necessary, obtain additional information

. Verify the prescription order for the amount per dose, appropriate route,

frequency, and duration of therapy.

. Check patient record for pertinent information (e.g, allergies, potential drug

interactions), and verify that the prescription isappropriate for the patient.

If a refill of the prescription order is requested,obtain necessary information
from the patient and verify that the prescription can be legally refilled.

If any questions arise during this process, contatche pharmacist manager.

2. Selecting Medication

A.

B.

C.

Determine if patient has taken medication before.
Determine source (manufacturer) of medication to belispensed.

Document the source of the medication on the writte prescription order (on
hard-copy, patient’s chart or medication drug recod [e.g., TB])

Inspect the medication for defects.

. Measure the appropriate quantity of medication

Verify that the correct medication was chosen befa@ returning the source
package to stock.
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3. Selecting Proper Containers

A.

C.

D.

Select the appropriate container for medication basd upon size, storage
requirements, lifestyle, and the need for a non-safy or child-resistant
container. (Child-resistant containers are prefered.)

Transfer the measured number of units of medicatiorio the prescription
container.

Close or seal the container.

Write on the prescription order if a non-child resistant container was used.

4. Labeling Containers

A.

Prepare the primary label, which meets legal requiements; contains clear,
concise, comprehensive instructions to patient; anis$ legible.

Choose appropriate auxiliary labels.

. Affix l[abels to container.

Note on prescription order which containers and audiary labels were used
to insure consistent future packaging and labeling.

Note on prescription order the Rx serial number andyour name.

Perform a final check of the finished prescriptionto ensure that all steps
have been completed accurately.

5. Obligations to Patient

A.

B.

C.

D.

Evaluate medication for appropriate use.

Evaluate medication for appropriate length of thergy.
Evaluate patient information relative to appropriate therapy.
Recognize and remedy therapeutic problems such as:

1. Inappropriate of duplicate prescribing;

2. latrogenic and/or medication-induced illness;

3. Non-compliance with therapy; or
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4. Signs of medication misuse or abuse.
5. Recognize and respond appropriately to precauwins, warnings, and
contraindications involving:

a. Drug-drug interactions;

b. Drug-disease interactions;

c. Drug sensitivities and allergies;

d. Genetic and/or environmental factors;

e. Drug-food interactions;

f. Adverse effects;

g. Side effects; or

h. Toxicities

6. Counseling Patient

A.

B.

Explain the name, description, and purpose of the edication;

Explain the proper procedure for administering themedication, (e.qg.,
dosage, method, time of day);

Describe the principal side effects of the medicatn, and appropriate ways
to minimize those effects;

Explain cautions regarding food and/or drugs to aval during therapy;
Explain cautions for use by special populations, (@., geriatrics, pediatrics,
diabetics, etc.);

Explain the proper storage conditions for the mediation;

Explain refill information and action needed if do% is missed.
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APPENDIX Il

RECOMMENDED REFERENCE LIBRARY
. Medical dictionary, e.g., Dorland’s

. Medication reference, e.g. Drug Facts and Compasisor
American Hospital Formulary Service

. Drug interaction referencereferably a computerized program
or books such as: Drug Interaction Facts, or HarstDrug
Interactions

. Patient information reference, e.g. USP Drug Infation, or
Patient Drug Facts

. Pharmacology and therapeutics test, e.g., The Ritatoygical
Basis of Therapeutics (Goodman and Gilman), or Haol or
Applied Therapeutics;

. Medical reference, e.g., The Merck Manual of Diagia@nd
Therapy

. Pharmacy Laws of North Carolina
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